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Mr. Duane Stierhoff 
Vice President/General Manager 
Astro Instrumentation LLC 
22740 Lunn Road 
Strongsville, OH 44149 

Dear Mr. Stierhoff: 

An inspection of your medical device manufacturing and design 
facilities located in Strongsville, OH conducted by our investigator 
on July 21-28 2003, revealed that your firm manufactures chemistry 
analyzers and is designing a renal dialysis filter reprocessing 
system, for which FDA has received a pre-market notification 
submission (510(k)). These products are medical devices as defined 
in section 201(h) of the Federal Food, Drug'and Cosmetic Act (the 
Act). 

Your devices are adulterated within the meaning of Section 501(h) of 
the Act, in that the methods used in, or the facilities or controls 
used for manufacturing, packing, storage, or installation are not in 
conformance with the Quality System Regulation (QSR), as specified in 
Title 21, Code of Federal Regulations (CFR), Part 820. The 
deviations from the QSR include, but are not limited to, the 
following: 

1. Failure to follow process control procedures during the 
manufacturing of the chemistry analyzers. [21 CFR 820.70(a)] 
Specifically, the FDA investigator observed that an employee did 
not follow the work instructions for all three of the sub- 
assemblies made in that one leg of the photo diode was not 
tacked down to hold it in place. 



Your August 4, 2003 response letter states that all processes 
will be reviewed and if changes from current procedures will be 
made they will be validated. You also stated that all employees 
have been reinstructed to follow documented procedures. Your 
response did not address if this corrective action is documented 
on a CAPA, if the retraining is documented and how you are 
verifying that the retraining is effective. 

2. Failure to remove all obsolete 'documents from the manufacturing 
area. [820.40(a)] Specifically, the FDA investigator observed 
an employee using an obsolete work instruction to build a 
chemical analyzer. The current work instruction includes a step 
for testing a detector, in which the obsolete work instruction 
did not contain. 

Your August 4, 2003 response stated that you routinely use 
electronic copies of the manufacturing procedures and that a 
lack of a computer at this work station prompted the use of a 
paper copy. The response states that you have placed a computer 
at this work station, and that you have also reviewed the 
procedure for managing paper copies. Your response does not 
address if this employee was trained on the most current 
procedure (ECN 63668) prior to its implementation and if his 
training was documented. See Observation 3 below. 

3. Failure to adequately train personnel to perform their assigned 
responsibilities. [21 CFR 820.25(b)] Specifically, the FDA 
investigator observed a temporary employee in the manufacturing 
area testing a component. When the FDA investigator asked the 
employee to retrieve the work instruction, the employee did not 
know how to retrieve these work instructions from the electronic 
system located at his station. 

Your August 4, 2003 response states all employees will be 
trained on using the electronic system. You need to assure that 
all training is documented. 

4. Failure to establish complaint handling procedures for 
receiving, reviewing, and evaluating complaints; and failure to 
maintain all information regarding complaints, such as the 
initial e-mailed correspondence. [21 CFR 820.198(a)] 

Your August 4, 2003 response states that because your firm is a 
contract manufacturer, you do not take complaints from the end 
user. Although you are not required to take the complaints, the 
regulations do require contract manufacturers to maintain a copy 
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(paper or electronic) of all investigated complaints and the 
records of investigation. 

5. Failure to investigate unresolved discrepancies at the 
completion of design verification for the renai dialysis filter 
reprocessing system. 121 CFR 820.30(f)] Specifically, 7;i3, 
peracetic acid concentration levels were not within 
specification and 2/15 formaldehyde concentration levels were 
not within specifications; and these out-of-specification 
results were not addressed. 

6. Failure to establish acceptance criteria for the renal dialysis 
filter reprocessing system prior to performing verification 
activities. [21 CFR 820.30(f)] Specifically, the system 
functional requirements for this device were approved the same 
day the system reliability report was released. This 
reliability report contains test results completed prior to the 
inputs being approved. 

7. Failure to document the individuals who performed the design 
verification tests for the renal dialysis filter reprocessing 
system-[21 CFR.820.30(f)] 

Your August 4, 2003 response, addressing the above three items, 
states that the design control procedures were not in place when 
the inputs, outputs and verification testing was performed on 
this device. The response states that these violations will not 
happen in the future, because the approved procedures are now in 
place. Your response did not include a copy of the Design 
Control Procedure (SOP 40407) and Design Verification work 
instruction (WI 40450) for our review. You need to assure that 
these procedures have been correctly implemented and. employees 
have received training on these design control procedures. 

In addition, your written response stated that the 
chemistry ana buted in the United States. We 
contacted the and they stated this device is 
distributed in the United States. 

You should know that these are serious violations of the law. 
Failure to promptly correct these deviations may result in regulatory 
action being initiated by the FDA without further notice. Possible 
actions include, but are not limited to, seizure, injunction, and/or 
civil penalties. 

This letter is not intended to be an all-inclusive list of 
deficiencies at your facility. As president of Astro Instrumentation 
LLC, it is your responsibility to assure adherence to each 
requirement of the Act and regulations. You are responsible for 
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investigating and determining the causes of the violations identified 
by the FDA. If the causes are determined to be system problems, you 
must promptly initiate permanent corrective actions. 

This letter has taken into account the corrective actions addressed 
in your August 4, 2003 response. Please notify this office in 
writing within fifteen (15) working days of receipt of this letter, 
of the answers to the additional issues raised in this letter. In 
addition, please submit any additional documentation to show the 
corrections initiated in conformance with the requirements of the 
Quality System Regulation. Also state the timeframes in which your 
corrective actions will be completed. If corrective action cannot be 
completed within fifteen (15) working days, state the reason for the 
delay. 

Federal agencies are advised of the issuance of all Warning Letters 
about medical devices so that they may take this information into 
account when considering the award of contracts. Additionally, no 
requests for Certificates to Foreign Governments will be approved 
until the violations related to the subject devices have been 
corrected. 

Your written response to this Warning Letter should be sent to Ms. 
Gina Brackett, Compliance Officer, Food and Drug Administration, 6751 
Steger Drive, Cincinnati, Ohio 45237. If you have any questions 
concerning the contents of this letter, you may contact Ms. Brackett 
at (513) 679-2700, extension 167, or you may forward a facsimile to 
her at (513) 679-2773. 

Sincerely, 

cc . 
Carol A. Heppe 
District Director 
Cincinnati District 


